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1 . Claims 1 -30 are pending in the application and are currently under 
prosecution. 

Please Note: In an effort to enhance communication with our customers and 
reduce processing time, Group 1640 is running a Fax Response Pilot for Written 
Restriction Requirements. A dedicated Fax machine is in place to receive your 
responses. The Fax number is 703-308-4315. We encourage your participation in 
this Pilot program. If you have any questions or suggestions please contact Anthony 
Caputa, Ph.D., Supervisory Patent Examiner at 703-308-3995. Thank you in 
advance for allowing us to enhance our customer service. Please limit the use of 
this dedicated Fax number to responses to Written Restrictions. 

2. It is noted that claim 5 as currently constituted is dependent upon claim 3 . 
However, the dependency is improper because claim 5 does not further limit claim 3 
and thus, if examined would be rejected under 35 USC 112 fourth paragraph. 
Further, a review of the claims drawn to recombinant bacteriophage expressing 
exogenous DNA encoding a CEA binding polypeptide reveals no such improper 
dependency. Therefore in the interests of compact prosecution, rather than 
withdrawing claim 5 from consideration, it will be assumed for examination 
purposes that claim 5 was meant to be dependent upon claim 2. Appropriate 
correction is required 

3. Restriction to one of the following inventions is required under 35 U.S.C. 
§121: 

Groups 1-12,096,000. Claims 1,3, 4, 9, 1 1-13 are drawn to a polypeptide 
having the ability to bind CEA comprising SEQ ID NO: 1 10 wherein each of 
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the eight X's in SEQ ID NO:l 10 is defined by amino acids ranging from 
groups of three to fifteen, classified in Class 530, subclass 300+. It is noted 
that the number of polypeptides encompassed by the claim is 12,096,000. 
The analysis to take into account each of the polypeptides encompassed by 
this claim is N of X4 x N of X5 x N of X6 x N of X7 x N of X8 x N of X9 x 
N of X10 xN of XI 1. Thus 4x8x 14 x 10x15x4x3x15 = 12,096,000. 
Applicant is required to elect a single specific sequence for examination from 
the 12,096,000 claimed. It is further noted, for Applicant's convenience, that 
this is not a species election requirement but rather a requirement for 
election of the specific group to be examined. Claims 3, 4, 9,1 1-13 will be 
examined as they are drawn to the elected Group. 

Groups 12,096,001 - 528,356,537,600. Claims 2, 5-8, 10, 12, 13 are 
drawn to a polypeptide having the ability to bind CEA comprising SEQ ID 
NO: 1 1 1 wherein each of the fourteen X's in SEQ ID NO:l 1 1 is defined by 
amino acids ranging from groups of one to fifteen, classified in Class 530, 
subclass 300+. It is noted that the number of polypeptides encompassed by 
the claim is 528,353,280,000. The analysis to take into account each of the 
polypeptides encompassed by this claim is N of XI x N2 of X3 x N of X4 x 
NofX5xNofX6xNofX7x NofX8xNofX9x N of X10 xN of Xll 
xNofX12xNofX13 xNofX14. Thus 4 x 1 x 7 x4 x 8 x 14 x 10 x 15 x 4 
x3xl5x8xl3xl5 = 528,344,441,600. Applicant is required to elect a 
single specific sequence for examination from the 528,344,441,600 claimed. 
It is further noted, for Applicant's convenience, that this is not a species 
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election requirement but rather a requirement for election of the specific 
group to be examined. Claims 5-8, 10, 12, 13 will be examined as they are 
drawn to the elected Group. 
4. It is noted that the claims of the instant application have been determined to 
include linking claims The restriction requirement among the linked inventions is 
subject to the nonallowance of the linking claim(s), claims 14. Upon the allowance 
of the linking claim(s), the restriction requirement as to the linked inventions shall 
be withdrawn and any claim(s) depending from or otherwise including all the 
limitations of the allowable linking claim(s) will be entitled to examination in the 
instant application. Applicant(s) are advised that if any such claim(s) depending 
from or including all the limitations of the allowable linking claim(s) is/are presented 
in a continuation or divisional application, the claims of the continuation or 
divisional application may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. Where a 
restriction requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer 
applicable. In re Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 
1971). See also MPEP § 804.01. 

Group 528,356,537,601. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of colon 
cancer, classified in Class 435, subclass 4+. Applicant is required to elect a 
single specific detecting sequence for examination. It is further noted, for 
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Applicant's convenience, that this is not a species election requirement but 
rather a requirement for election of the specific group to be examined. 
Group 528,356,537,602. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of 
breast cancer, classified in Class 435, subclass 4. Applicant is required to 
elect a single specific detecting sequence for examination. It is further noted, 
for Applicant's convenience, that this is not a species election requirement 
but rather a requirement for election of the specific group to be examined. 
Group 528,356,537,603. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of lung 
cancer, classified in Class 435, subclass 4. Applicant is required to elect a 
single detecting sequence for examination. It is further noted, for Applicant's 
convenience, that this is not a species election requirement but rather a 
requirement for election of the specific group to be examined. 
Group 528,356,537,604. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of 
cervical cancer, classified in Class 435, subclass 4. Applicant is required to 
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elect a single specific detecting sequence for examination. It is further noted, 
for Applicant's convenience, that this is not a species election requirement 
but rather a requirement for election of the specific group to be examined. 
Group 528,356,537,605. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of 
ovarian cancer, classified in Class 435, subclass 4. Applicant is required to 
elect a single specific detecting sequence for examination. It is further noted, 
for Applicant's convenience, that this is not a species election requirement 
but rather a requirement for election of the specific group to be examined. 
Group 528,356,537,606. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of 
stomach cancer, classified in Class 435, subclass 4. Applicant is required to 
elect a single specific detecting sequence for examination. It is further noted, 
for Applicant's convenience, that this is not a species election requirement 
but rather a requirement for election of the specific group to be examined. 
Group 528,356,537,607. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of 



Serial No: 09/825,517 



Page 7 



Art Unit: 1642 



bladder cancer, classified in Class 435, subclass 4. Applicant is required to 
elect a single specific detecting sequence for examination. It is further noted, 
for Applicant's convenience, that this is not a species election requirement 
but rather a requirement for election of the specific group to be examined. 
Group 528,356,537,608. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of 
pancreatic cancer, classified in Class 435, subclass 4. Applicant is required to 
elect a single specific detecting sequence for examination. It is further noted, 
for Applicant's convenience, that this is not a species election requirement 
but rather a requirement for election of the specific group to be examined. 
Group 528,356,537,609. Claims 14-18 are drawn to a method of detecting 
CEA using a labeled polypeptide of claims 1-11. It is noted that claims 1-11 
are drawn to 528,356,537,600 polypeptides, each of which is a distinct 
invention, see analysis above, wherein the detecting step is indicative of 
esophageal cancer, classified in Class 435, subclass 4. Applicant is required 
to elect a single specific detecting sequence for examination. It is further 
noted, for Applicant's convenience, that this is not a species election 
requirement but rather a requirement for election of the specific group to be 
examined. 

5. It is noted that the claims of the instant application have been determined to 
include linking claims The restriction requirement among the linked inventions is 
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subject to the nonallowance of the linking claim(s), claims 19. Upon the allowance 
of the linking claim(s), the restriction requirement as to the linked inventions shall 
be withdrawn and any claim(s) depending from or otherwise including all the 
limitations of the allowable linking claim(s) will be entitled to examination in the 
instant application. Applicant(s) are advised that if any such claim(s) depending 
from or including all the limitations of the allowable linking claim(s) is/are presented 
in a continuation or divisional application, the claims of the continuation or 
divisional application may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. Where a 
restriction requirement is withdrawn, the provisions of 35 U.S. C. 121 are no longer 
applicable. In re Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 
1971). See also MPEP § 804.01. 

Group 528,356,537,610. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
of claims 1-1 1 . It is noted that claims 1-11 are drawn to 528,356,537,600 
polypeptides, each of which is a distinct invention, see analysis above, 
wherein the CEA-associated disease is colon cancer, classified in Class 514, 
subclass 2+. Applicant is required to elect a single specific treating sequence 
for examination. It is further noted, for Applicant's convenience, that this is 
not a species election requirement but rather a requirement for election of 
the specific group to be examined. 

Group 528,356,537,611. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
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of claims 1-11. It is noted that claims 1-1 1 are drawn to 528,356,537,600 
polypeptides, each of which is a distinct invention, see analysis above, 
wherein the CEA-associated disease is breast cancer, classified in Class 514, 
subclass 2+. Applicant is required to elect a single specific treating sequence 
for examination. It is further noted, for Applicant's convenience, that this is 
not a species election requirement but rather a requirement for election of 
the specific group to be examined. 

Group 528,356,537,612. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
of claims 1-11. It is noted that claims 1-1 1 are drawn to 528,356,537,600 
polypeptides, each of which is a distinct invention, see analysis above, 
wherein the CEA-associated disease is lung cancer, classified in Class 514, 
subclass 2+. Applicant is required to elect a single specific treating sequence 
for examination. It is further noted, for Applicant's convenience, that this is 
not a species election requirement but rather a requirement for election of 
the specific group to be examined. 

Group 528,356,537,613. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
of claims 1-11. It is noted that claims 1-11 are drawn to 528,356,537,600 
polypeptides, each of which is a distinct invention, see analysis above, 
wherein the detecting step is indicative of cervical cancer, classified in Class 
514, subclass 2+. Applicant is required to elect a single detecting sequence 
for examination. It is further noted, for Applicant's convenience, that this is 
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not a species election requirement but rather a requirement for election of 
the specific group to be examined. 

Group 528,356,537,614. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
of claims 1-11. It is noted that claims 1-11 are drawn to 528,356,537,600 
polypeptides, each of which is a distinct invention, see analysis above, 
wherein the CEA-associated disease is ovarian cancer, classified in Class 
514, subclass 2+. Applicant is required to elect a single specific treating 
sequence for examination. It is further noted, for Applicant's convenience, 
that this is not a species election requirement but rather a requirement for 
election of the specific group to be examined. 

Group 528,356,537,15. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
of claims 1-11. It is noted that claims 1-1 1 are drawn to 528,356,537,600 
polypeptides, each of which is a distinct invention, see analysis above, 
wherein the CEA-associated disease is stomach cancer, classified in Class 
514, subclass 2+. Applicant is required to elect a single specific treating 
sequence for examination. It is further noted, for Applicant's convenience, 
that this is not a species election requirement but rather a requirement for 
election of the specific group to be examined. 

Group 528,356,537,616. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
of claims 1-1 1 . It is noted that claims 1-1 1 are drawn to 528,356,537,600 
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polypeptides, each of which is a distinct invention, see analysis above, 
wherein the CEA-associated disease is bladder cancer, classified in Class 
514, subclass 2+. Applicant is required to elect a single specific treating 
sequence for examination. It is further noted, for Applicant's convenience, 
that this is not a species election requirement but rather a requirement for 
election of the specific group to be examined. 

Group 528,356,537,617. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
of claims 1-11. It is noted that claims 1-11 are drawn to 528,356,537,600 
polypeptides, each of which is a distinct invention, see analysis above, 
wherein the CEA-associated disease is pancreatic cancer, classified in Class 
514, subclass 2+. Applicant is required to elect a single specific treating 
sequence for examination. It is further noted, for Applicant's convenience, 
that this is not a species election requirement but rather a requirement for 
election of the specific group to be examined. 

Group 528,356,537,618. Claims 19-23 are drawn to a method of treating a 
CEA associated diseases comprising administering a conjugated polypeptide 
of claims 1-11. It is noted that claims 1-1 1 are drawn to 528,356,537,600 
polypeptides, each of which is a distinct invention, see analysis above, 
wherein the CEA-associated disease is esophageal cancer, classified in Class 
514, subclass 2+. Applicant is required to elect a single specific treating 
sequence for examination. It is further noted, for Applicant's convenience, 
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that this is not a species election requirement but rather a requirement for 
election of the specific group to be examined. 

Group 528,356,537,619. Claims 24 and 27 are drawn to a recombinant 
bacteriophage expressing exogenous DNA encoding a CEA binding 
polypeptide, classified in Class 536, subclass 23.1 and Class 435, subclass 
320 . 1 . It is noted that the number of recombinant bacteriophage 
encompassed by the claim is 12,096,000, as determined by the method of 
analysis above. Applicant is required to elect a single bacteriophage 
expressing a single specific sequence for examination from the 12,096,000 
claimed. It is further noted, for Applicant's convenience, that this is not a 
species election requirement but rather a requirement for election of the 
specific group to be examined. Claim 27 will be examined as it is drawn to 
the elected Group. 

Group 528,356,537,620. Claims 25-26, 28-30 are drawn to a 
recombinant bacteriophage expressing exogenous DNA encoding a CEA 
binding polypeptide, classified in Class 536, subclass 23.1 and Class 435, 
subclass 320. 1 . It is noted that the number of recombinant bacteriophage 
encompassed by the claim is 528,353,280,000 as determined by the method 
of analysis above. Applicant is required to elect a single bacteriophage 
expressing a single specific sequence for examination from the 
528,344,441,600 claimed. It is further noted, for Applicant's convenience, 
that this is not a species election requirement but rather a requirement for 
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election of the specific group to be examined. Claims 26, 28-30 will be 

examined as they are drawn to the elected Group. 
6. The inventions are distinct, each from the other because of the following 
reasons: 

Inventions 1 through 12,096,000 as disclosed are chemically distinct, 
unrelated in structure, made by different methods and are therefore distinct 
inventions. 

Inventions 1 through 12,096,000 are related as combination and 
subcombination. Inventions in this relationship are distinct if it can be shown that 
(1) the patentability of the combination does not rely necessarily and solely on the 
patentability of any one subcombination and (2) that the subcombination has utility 
by itself or in other combinations (MPEP § 806.05©)). In the instant case, the 
patentability of the combination does not rely necessarily and solely on the 
patentability of any one subcombination as clearly evidenced by the plural 
subcombinations claimed. Further, each of the subcombinations has utility by itself 
because each of the subcombinations are useful for binding CEA and can be used in 
other combinations comprising therapeutic or labeling reagents. Thus the claims are 
distinct as required by MPEP 806.05©). 

Inventions 12,096,001 - 528,356,537,600 as disclosed are chemically distinct, 
unrelated in structure, made by different methods and are therefore distinct 
inventions. 

Inventions 12,096,001 - 528,356,537,600 are related as combination and 
subcombination. Inventions in this relationship are distinct if it can be shown that 
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(1) the patentability of the combination does not rely necessarily and solely on the 
patentability of any one subcombination and (2) that the subcombination has utility 
by itself or in other combinations (MPEP § 806.05©)). In the instant case, the 
patentability of the combination does not rely necessarily and solely on the 
patentability of any one subcombination as clearly evidenced by the plural 
subcombinations claimed. Further, each of the subcombinations has utility by itself 
because each of the subcombinations are useful for binding CEA and can be used in 
other combinations comprising therapeutic or labeling reagents. Thus the claims are 
distinct as required by MPEP 806.05©). 

Inventions 528,356,537,619 through 528,356,537,620 as disclosed are 
chemically distinct, unrelated in structure, made by different methods and are 
therefore distinct inventions. 

Inventions 528,356,537,619 through 528,356,537,620 are related as 
combination and subcombination. Inventions in this relationship are distinct if it can 
be shown that (1) the patentability of the combination does not rely necessarily and 
solely on the patentability of any one subcombination and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05©)). 
In the instant case, the patentability of the combination does not rely necessarily and 
solely on the patentability of any one subcombination as clearly evidenced by the 
plural subcombinations claimed. Further, each of the subcombinations has utility by 
itself because each of the subcombinations are useful for expressing exogenous 
DNA encoding a CEA binding polypeptide and can be used in other combinations 
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for producing different CEA binding polypeptides . Thus the claims are distinct as 



required by MPEP 806.05©). 

Inventions 528,356,537,601 through 528,356,537,609 are materially distinct 
methods which differ at least in objectives, method steps, reagents and/or dosages 
and/or schedules used, response variables, and criteria for success, and/or schedules 
used, response variables, and criteria for success. 

Inventions 528,356,537,601 through 528,356,537,609 are related as 
combination and subcombination. Inventions in this relationship are distinct if it can 
be shown that (1) the patentability of the combination does not rely necessarily and 
solely on the patentability of any one subcombination and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05©)). 
In the instant case, the patentability of the combination does not rely necessarily and 
solely on the patentability of any one subcombination polypeptide as clearly 
evidenced by the plural subcombinations claimed. Further, each of the 
subcombinations has utility by itself because each of the subcombinations are useful 
for labeling CEA/detecting cancer and can be used in other combinations 
comprising labeling reagents. Thus the claims are distinct as required by MPEP 



Inventions 528,356,537,610 through 528,356,537,618 are materially distinct 
methods which differ at least in objectives, method steps, reagents and/or dosages 
and/or schedules used, response variables, and criteria for success, and/or schedules 
used, response variables, and criteria for success. 



806.05©). 
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Inventions 528,356,537,610 through 528,356,537,618 are related as 
combination and subcombination. Inventions in this relationship are distinct if it can 
be shown that (1) the patentability of the combination does not rely necessarily and 
solely on the patentability of any one subcombination and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05©)). 
In the instant case, the patentability of the combination does not rely necessarily and 
solely on the patentability of any one subcombination polypeptide as clearly 
evidenced by the plural subcombinations claimed. Further, each of the 
subcombinations has utility by itself because each of the subcombinations are useful 
for treating a CEA associated disease/cancer and can be used in other combinations 
comprising therapeutic reagents. Thus the claims are distinct as required by MPEP 
806.05©). 

The inventions of Groups 1 - 528,356,537,600 and 528,356,537,601- 
528,356,537,618 are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (i) the process 
for using the product as claimed can be practiced with another materially different 
product or (ii) the product as claimed can be used in a materially different process of 
using that product [see MPEP § 806.05(h)]. In the instant case the polypeptide 
product as claimed can be used in a materially different process such as affinity 
chromatography. 

The inventions of Groups 528,356,537,619 through 528,356,537,620 and 
Groups 528,356,537,601-528,356,537,618 are not at all related because the 
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recombinant bacteriophage of Groups 528,356,537,619 through 528,356,537,620 is 
not used in any of the methods of Groups 528,356,537,601-528,356,537,618. 

7. Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification and/or 
recognized divergent subject matter, restriction for examination purposes as 
indicated is proper. 

8. Applicant is advised that the response to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed. 

9. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Susan Ungar, PhD whose telephone number is 
(703) 305-2181 . The examiner can normally be reached on Monday through Friday 
from 7:30am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Anthony Caputa, can be reached at (703) 308-3995. The fax 
phone number for this Art Unit is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is 
(703) 308-J0196. , 



Susan Ungar 0 
Primary Patent Examiner 
August 21, 2003 
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